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Meningitis death toll rises to
15 as lawmakers widen probe

Panel investigates how well regulators monitored drug firm
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Republican presidential candidate Mitt Romney uses a Saturday rally at Shawnee State
University in Portsmouth, Ohio, to push his domestic energy plans, including coal.

Romney pushes domestic
energy agenda at Ohio stop

BY SEEMA MEHTA
Tribune Newspapers

PORTSMOUTH, Ohio
— As he campaigned Sat-
urday near the conver-
gence of three coal-produc-
ing states, Mitt Romney
pressed his domestic ener-
gy plan, saying the nation
needs to increase produc-
tion for its security and its
economy.

“We're going to take full
advantage of our oil, our
coal, our natural gas, our
nuclear, our renewable,” he
told about 3,500 supporters
gathered in the college
green at Shawnee State
University. “This president
when he was running for
office said that if you want
to build a new coal plant
you can, but if you do, you’ll
go bankrupt. That tells you
something about his phi-
losophy. Mine is this: We
have a lot of coal, we’re
going to use it. We’re going
to keep those jobs, we're
going to keep America en-
ergy secure.”

Romney has been spend-
ing considerable time in
Ohio in recent days and is
wrapping up a two-day bus
tour Saturday. A day earlier,
President Barack Obama’s
re-election campaign
urged the US. Supreme
Court to uphold lower
court decisions allowing
in-person early voting in
Ohio in the three days
before the Nov. 6 election.

The U.S. Supreme Court
is expected to issue its

N T iR

JONATHAN DRAKE/REUTERS PHOTO

|

President Barack Obama on Saturday heads to Williams-
burg, Va., where he’ll prep for Tuesday night’s debate.

CAMPAIGN 2012
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ruling soon, with the elec-
tion just more than three
weeks away

President Barack Obama
sought to sustain momen-
tum Saturday from Vice
President Joe Biden’s
strong debate showing by
touting the benefits of one
of his signature
actions, the res-
cue of the US.
auto industry, as
he prepared for
his next debate
with Republican
Mitt Romney.

“We refused to
let Detroit go
bankrupt,” Oba-
ma said in his
weekly radio address. “We
bet on American workers
and American ingenuity,
and three years later, that
bet is paying off in a big
Wa}’.”

Springsteen

The president will drop
from view for several days
to prepare for his second
debate with Romney on
Tuesday. By focusing on the
health of the auto industry,
currently benefiting from
strong sales, Obama is re-
minding voters he came to
the industry’s rescue. Rom-
ney opposed government
help for automakers.

Clint Eastwood may be
on the side of Mitt
Romney, but
President Barack
Obama has Bruce
Springsteen.

The rock star
will perform at
campaign rallies
for the president
in the battle-
ground states of
Ohio and Iowa on
Thursday, the Obama cam-
paign said.

Reuters contributed.

smehta@tribune

Reuters

Another person has died
from fungal meningitis
linked to possibly tainted
vials of a steroid medi-
cation, bringing the death
toll in the outbreak to 15, the
Centers for Disease Control
and Prevention said Sat-
urday.

The latest victim was in
Indiana, which now has
reported two deaths from
the rare form of meningitis.

The number of people
stricken with meningitis in
the outbreak reached 197
Saturday.

In addition, there is one
case of an infection after an
injection in an ankle that
has not been confirmed as
meningitis, the CDC said.

Illinois reported its first
case of meningitis since the
wave of infections began.

A day earlier, lawmakers
had widened their
investigation into
the outbreak to in-
clude the role state
regulators played
in monitoring the
pharmacy that
produced the ster-
oid treatments

regulator to agree to a brief-
ing no later than Friday and
requested all inspection re-
ports, records and commu-
nications related to New
England Compounding
Center and its sister phar-
macy, Ameridose LLC,
which has the same owners.

“The committee is in-
vestigating whether any re-
medial measures were tak-
en after this inspection and
why the NECC was able to
continue operating in this
manner more than six years
after the fact” Rep. Fred
Upton, R-Mich., the com-
mittee chairman, said in a
letter co-written by six
other panel members.

The House committee
noted a 2006 FDA letter
that said NECC’s actions
were not consistent with
traditional compounding
practices and likened the
operation to a drug manu-

The number of people
stricken with meningitis in
the outbreak reached 197

Saturday.

suspended the company’s
license in the state, which is
among the hardest hit in the
outbreak.

Michigan Attorney Gen-
eral Bill Schuette’s office
alleged that the specialist
pharmacy was acting as a
drug manufacturer — dis-
tributing large amounts of
medication to hospitals and
clinics — while licensed in
the state only to fill individ-
ual prescriptions for pa-
tients.

Lawmakers and organi-
zations including the advo-
cacy group Public Citizen
have raised questions about
whether the FDA and Mas-
sachusetts regulators had
the knowledge and author-
ity to act against New Eng-
land Compounding before
the outbreak occurred.

The regulatory issue in-
volves a little-known seg-
ment of the pharmacy in-
dustry called
drug-compound-
ing, in which phar-
macists alter or re-
combine ingredi-
ents from FDA-ap-
proved drugs to
meet the special
needs of doctors

blamed in the
deaths..

The House Energy and
Commerce Committee
called on the Massachusetts
pharmacy board to tell con-
gressional staff what it
knew about the New Eng-
land Compounding Center
before the recall of more
than 17,000 vials of inject-
able steroid treatments for
back and joint pain from
health facilities in 23 states.

The House panel, which
oversees health issues in-
cluding drug safety, said the
Food and Drug Adminis-
tration was aware of pro-
duction problems at the
Framingham, Mass.-based
firm in 2006, including po-
tential public health risks
involving a different sterile
injectable drug.

The House committee
asked the Massachusetts

facturer.

The Massachusetts agen-
cy did not comment directly
on the committee’s request
for information, but the
state health department
said it had taken swift ac-
tion in response to the
meningitis outbreak.

The specialist pharmacy
appears to have violated the
licensing regulation that re-
stricted its production to
the receipt of “individual
patient-specific prescrip-
tions,” the department said
in a statement. “We are
jointly examining all root
causes of these events with
the FDA”

The Senate Health, Edu-
cation, Labor and Pensions
Committee said it would
seek information this week.

Late Friday, Michigan

and their patients.

Pharmacies like
NECC are allowed to com-
pound drugs for specific
prescriptions, mainly under
the supervision of state
pharmacy boards rather
than the more stringent
safety and efficacy stand-
ards that the FDA imposes.

Meningitis is an infection
of the membranes covering
the brain and spinal cord.

Symptoms include head-
ache, fever and nausea, and
it must be treated quickly to
improve chances of sur-
vival.

Fungal meningitis is a
rare form and is not conta-
gious.

The compounding com-
pany has recalled the sus-
pect product, surrendered
its operating license and has
said it is cooperating with
the investigations.
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Record of Decision Available
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Site 22 Groundwater - Burn Pad
Naval Weapons Station Yorktown
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TowneBank

The U.S. Department of the Navy (Navy) announces the availability of the Record of Decision
(ROD) for Site 22 Groundwater. This ROD documents the selected cleanup alternative for
groundwater, which is issued jointly by the Navy and the U.S. Environmental Protection Agency
Region 3 with concurrence by the Virginia Department of Environmental Quality. Site 22 is the
former location where waste explosives and spent solvents were burned. As a result of these
activities, the groundwater has been polluted with explosives and volatile organic compounds.
The selected cleanup alternative for Site 22 groundwater consists of treatment through
injections of emulsified vegetable oil, groundwater monitoring, and land use controls.

A public comment period on the proposed cleanup plan for Site 22 groundwater was held
between May 14 and June, 28, 2012, which included a public meeting on May 24, 2012 to
discuss the plan. No negative comments were received during the public comment period.

The Site 22 Groundwater ROD will be available for public viewing for 30 days
(October 15 - November 14, 2012) in the York County Public Library at
8500 George Washington Memorial Highway, Yorktown, VA.

All documents that form the basis for selection of the cleanup action are available in
the Administrative Record file, which can be accessed on line at http://go.usa.gov/yFb.

For more information, contact: Naval Weapons Station Yorktown
Attn: Public Affairs Officer, 160 Main Road, Yorktown, Virginia 23691-0160
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his year, U.S5.News & World Report has ranked
Sentara Norfolk General Hospital among the top
50 hospitals in the country for urology.

Prnvidin%urology carefhar's
g Dest in the nation. ==

The Only Nationally Ranked Urology Program In Hampton Roads
Congratulations to our physicians, nurses and

clinical teams who collectively made this great achieve-

ment possible. We're proud to offer high-quality urology

SENTARA NORFOLK GENERAL HOSPITAL

BEST

HOSPITALS
US NSKE

NATIONAL

care that's nationally recognized for excellence right
here in Hampton Roads. For more information about
the rankings, go to sentara.com/usnews.

sentara.com/usnews Your community, not-for-profit health partner

SENTARA




